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(a) Modified model means a product
that is redesigned so that actual or po-
tential radiation emission, the manner
of compliance with a standard, or the
manner of radiation safety testing is
affected.

(r) Particulate radiation is defined as:

(1) Charged particles, such as pro-
tons, electrons, alpha particles, or
heavy particles, which have sufficient
kinetic energy to produce ionization or
atomic or electron excitation by colli-
sion, electrical attractions or elec-
trical repulsion; or

(2) Uncharged particles, such as neu-
trons, which can initiate a nuclear
transformation or liberate charged par-
ticles having sufficient kinetic energy
to produce ionization or atomic or
electron excitation.

(s) Phototherapy product means any
ultraviolet lamp, or product containing
such lamp, that is intended for irradia-
tion of any part of the living human
body by light in the wavelength range
of 200 to 400 nanometers, in order to
perform a therapeutic function.

(t) Purchaser means the first person
who, for value, or as an award or prize,
acquires an electronic product for pur-
poses other than resale, and includes a
person who leases an electronic prod-
uct for purposes other than subleasing.

(u) State means a State, the District
of Columbia, the Commonwealth of
Puerto Rico, the Virgin Islands, Guam,
and American Samoa.

[60 FR 48380, Sept. 19, 1995; 61 FR 13422, Mar.
27, 1996]

Subpart B—Statements of Policy
and Interpretation

§1000.15 Examples of electronic prod-
ucts subject to the Radiation Con-
trol for Health and Safety Act of
1968.

The following listed electronic prod-
ucts are intended to serve as illus-
trative examples of sources of elec-
tronic product radiation to which the
regulations of this part apply.

(a) Examples of electronic products
which may emit x-rays and other ion-
izing electromagnetic radiation, elec-
trons, neutrons, and other particulate
radiation include:

Ionizing electromagnetic radiation:
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Television receivers.

Accelerators.

X-ray machines (industrial, medical, re-
search, educational).

Particulate radiation and ionizing electro-

magnetic radiation:

Electron microscopes.

Neutron generators.

(b) Examples of electronic products
which may emit ultraviolet, visible, in-
frared, microwaves, radio and low fre-
quency electromagnetic radiation in-
clude:

Ultraviolet:
Biochemical and medical analyzers.
Tanning and therapeutic lamps.
Sanitizing and sterilizing devices.
Black light sources.
Welding equipment.
Visible:
White light devices.
Infrared:
Alarm systems.
Diathermy units.
Dryers, ovens, and heaters.
Microwave:
Alarm systems.
Diathermy units.
Dryers, ovens, and heaters.
Medico-biological heaters.
Microwave power generating devices.
Radar devices.
Remote control devices.
Signal generators.
Radio and low frequency:
Cauterizers.
Diathermy units.
Power generation and transmission equip-
ment.
Signal generators.
Electromedical equipment.

(c) Examples of electronic products
which may emit coherent -electro-
magnetic radiation produced by stimu-
lated emission include:

Laser:

Art-form,
devices.

Biomedical analyzers.
Cauterizing, burning and welding devices.
Cutting and drilling devices.
Communications transmitters.
Rangefinding devices.

Maser:
Communications transmitters.

experimental and educational

(d) Examples of electronic products
which may emit infrasonic, sonic, and
ultrasonic vibrations resulting from
operation of an electronic circuit in-
clude:

Infrasonic:
Vibrators.
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Sonic:
Electronic oscillators.
Sound amplification equipment.
Ultrasonic:
Cauterizers.
Cell and tissue disintegrators.
Cleaners.
Diagnostic
equipment.
Ranging and detection equipment.

and nondestructive testing

Subpart C—Radiation Protection
Recommendations

§1000.50 Recommendation for the use
of specific area gonad shielding on
patients during medical diagnostic
x-ray procedures.

Specific area gonad shielding covers
an area slightly larger than the region
of the gonads. It may therefore be used
without interfering with the objectives
of the examination to protect the ger-
minal tissue of patients from radiation
exposure that may cause genetic
mutations during many medical x-ray
procedures in which the gonads lie
within or are in close proximity to the
x-ray field. Such shielding should be
provided when the following conditions
exist:

(a) The gonads will lie within the pri-
mary x-ray field, or within close prox-
imity (about 5 centimeters), despite
proper beam limitation. Except as pro-
vided in paragraph (b) or (c) of this sec-
tion:

(1) Specific area testicular shielding
should always be used during those ex-
aminations in which the testes usually
are in the primary x-ray field, such as
examinations of the pelvis, hip, and
upper femur;

(2) Specific area testicular shielding
may also be warranted during other ex-
aminations of the abdominal region in
which the testes may lie within or in
close proximity to the primary x-ray
field, depending upon the size of the pa-
tient and the examination techniques
and equipment employed. Some exam-
ples of these are: Abdominal, lumbar
spine and lumbosacral spine examina-
tions, intravenous pyelograms, and ab-
dominal scout film for barium enemas
and upper GI series. Each x-ray facility
should evaluate its procedures, tech-
niques, and equipment and compile a
list of such examinations for which
specific area  testicular shielding
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should be routinely considered for use.
As a basis for judgment, specific area
testicular shielding should be consid-
ered for all examinations of male pa-
tients in which the pubic symphysis
will be visualized on the film;

(3) Specific area gonad shielding
should never be used as a substitute for
careful patient positioning, the use of
correct technique factors and film
processing, or proper beam limitation
(confinement of the x-ray field to the
area of diagnostic interest), because
this could result in unnecessary doses
to other sensitive tissues and could ad-
versely affect the quality of the
radiograph; and

(4) Specific area gonad shielding
should provide attenuation of x-rays at
least equivalent to that afforded by 0.25
millimeter of lead.

(b) The clinical objectives of the ex-
amination will not be compromised.

(1) Specific area testicular shielding
usually does not obscure needed infor-
mation except in a few cases such as

oblique views of the hip, retrograde
urethrograms and voiding
cystourethrograms, visualization of

the rectum and, occasionally, the pubic
symphysis. Consequently, specific area
testicular shielding should be consid-
ered for use in the majority of x-ray ex-
aminations of male patients in which
the testes will lie within the primary
beam or within 5 centimeters of its
edge. It is not always possible to posi-
tion shields on male patients so that
no bone is obscured. Therefore, if all
bone structure of the pelvic area must
be visualized for a particular patient,
the use of shielding should be carefully
evaluated. The decision concerning the
applicability of shielding for an indi-
vidual patient is dependent upon con-
sideration of the patient’s unique an-
thropometric characteristics and the
diagnostic information needs of the ex-
amination.

(2) The use of specific area ovarian
shielding is frequently impractical at
present because the exact location of
the ovaries is difficult to estimate, and
the shield may obscure visualization of
portions of adjacent structures such as
the spine, ureters, and small and large
bowels. However, it may be possible for
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